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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 
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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 is makes reference to a "means for driving" or "driving means" as part of 
the medication dispensing apparatus, appearing the invoke § 1 12 6 th Paragraph. 
However, it is not clear from the specification what part of parts of the device Applicant 
considers to be the "driving means". Applicant briefly references the "driving means" in 
the specification (Page 2, Lines 10, 16, and 20), but fails to indicate any specific 
structure of reference numerals for what structure Applicant intends to be covered by 
the language "driving means". In order to properly invoke § 1 12 6 th Paragraph the 
corresponding structure, material, or acts intended to be covered by the claim language 
must be adequately described in the specification. As Applicant does not adequately 
describe the "driving means" in the specification it is impossible for Examiner to properly 
identify the prior art which satisfies the same function and comprises the same 
supporting structure, materials, acts, or equivalents thereof. Appropriate correction is 
required. 
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Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

4. Claims 1-4, 6-8, and 10-11 are rejected under 35 U.S.C. 102(e) as being 
anticipated by US Patent No. 6,599,272 ("Hjertman"). 

Regarding Claim 1, Hjertman discloses a medication dispensing apparatus (200) 
comprising a housing (210), a drive member (271) within the housing a moveable in a 
distal direction (Figures 2E and 2F in series), and a fluid container (220) defining a 
medicine-filled reservoir with a movable piston (225) at one end and an outlet (222) at 
the other end, the piston engageable by the drive member to be advanced toward the 
outlet a distance equal to a distal movement of the drive member when the drive 
member is moved distally (Figures 2E and 2F in series). Hjertman further discloses a 
means for driving said drive member distally including a plunger element (260) and a 
gear set (241-243 in combination) shiftable with the plunger element. Hjertman further 
discloses a latching element (228) including a latching lip (see attached figure) and a 
skid (see attached figure). Hjertman discloses that the drive member includes an axially 
extending skid-engaging surface (see attached figure) along which the skid is slideable 
as the drive member passes distally during advancement, the skid-engaging surface 
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having an axial length and a proximal end such that the drive member along the axial 
length is structured and arranged with the skid so as to maintain the latching lip against 
a spring force in a first position (Figure 2D) free of the driving means during dose 
preparing and injecting prior to a final dose administration. Hjertman discloses that the 
skid-engaging surface shifts distally of the skid such that the skid passes beyond the 
proximal end upon administration of a final dose, whereby the latching lip is urged by 
the spring force from the first position to a second position (Figure 2F) to physically lock 
the driving means to prevent further dose preparing and injecting, wherein in the second 
position the latching lip engages a latchable element disposed on the plunger element 
(Figure 2F). It is noted that the "wherein" clause is held only to indicate functional 
language representative of an intended use of the device. 



Regarding Claim 2, Hjertman discloses that the proximal end of the skid- 
engaging surface comprises a proximal end of the drive member (Figure 2F). 

Regarding Claim 3, the skid of the device of Hjertman is interpreted to include not 
only the portion which contacts the skid-engaging surface but also the distally-extending 




Skid Engaging 
Surface 




Fixing Flange 
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portion that connects the skid with the latching lip projection. As such, the skid of 
Hjertman is disposed distally of the latching lip (see attached figure). 

Regarding Claim 4, Hjertman discloses that the skid comprises a blade shaped 
member that extends axially, and wherein the latching lip comprises a transversely 
extending flange (see attached figure). 

Regarding Claim 6, Hjertman discloses that the latchable element comprises a 
ramped distal face over which the latching lip is cammable to reach a latching 
engagement with the latchable element (Figure 2F). 

Regarding Claim 7, Hjertman discloses that the latching element is axially fixed 
to the housing by at least one flange fit into a slot provided in the housing (see attached 
figure). 

Regarding Claim 8, Hjertman discloses that the spring force acting on the 
latching element comprises a resiliency of the latching element tending to return the 
lathing lip to a neutral arrangement (Figures 2C and 2D in series). 

Regarding Claim 10, Hjertman discloses that the skid-engaging surface is 
smooth (see attached figure). 

Regarding Claim 1 1 , Hjertman discloses that the latching lip comprises a rim 
along an opening (see attached figure) through which the latchable element extends to 
reach a latching engagement with the latching element (Figure 2F). 



Application/Control Number: 10/598,987 
Art Unit: 3767 



Page 6 



Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

7. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
Patent No. 6,599,272 ("Hjertman") as applied to Claim 8 above. 

Regarding Claim 9, while Hjertman does illustrate the latching element to 
comprise a one-piece design, Hjertman fails to explicitly disclose that the element is a 
metal stamping. However, as Applicant has failed to disclose that forming the element 
of a metal stamping confers any advantage, particular purpose, or solution to a 
disclosed problem as compared to other alternative materials, it would have been 
obvious for one having ordinary skill in the art at the time the invention was made to 
form the latching element of the device of Hjertman of a metal composition since it has 
been held to be within the general skill of one having ordinary skill in the art to select a 
known material on the basis of its suitability for the intended use as a matter of obvious 
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design choice. Compositions of metal, for example stainless steel, are art recognized for 
their strength, durability, and resiliency. Furthermore, Applicant's use of stamping to 
form the latching element fails to define or distinguish over any machining process 
which forms a one-piece design as the claim addresses an article of manufacture not a 
process. 



Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

9. Applicant's submission of an information disclosure statement under 37 CFR 
1 .97(c) with the fee set forth in 37 CFR 1 .17(p) on 06 June 2008 prompted the new 
ground(s) of rejection presented in this Office action. Accordingly, THIS ACTION IS 
MADE FINAL. See MPEP § 609.04(b). Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to WILLIAM CARPENTER whose telephone number is 
(571)270-3637. The examiner can normally be reached on Monday through Thursday 
from 7:00AM-4:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/William Carpenter/ 
Examiner, Art Unit 3767 
07/18/2008 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 
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